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DETAILED ACTION 

Applicants' arguments, filed April 7, 2009 in the Request for Continued 
Examination, have been fully considered. Rejections and/or objections not reiterated 
from previous office actions are hereby withdrawn. The following rejections and/or 
objections are either reiterated or newly applied. They constitute the complete set 
presently being applied to the instant application. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 

Claim Rejections - 35 USC S 112 - Indefiniteness (New Rejection) 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 47-52, 54-63 and 65 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

The claims recite the limitation "less than about." The term "less than" delineates 
only numerical values more than the recited value where the term "about" may be less 
than or more than the recited value. Because of the conflict of terms, it is unclear which 
term is limiting. See also MPEP 2173.05(b) (citing Amaen v. Chuaai . 18 USPQ2d 1016 
(Fed. Cir. 1991)). 
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Claim Rejections - 35 USC S 102 - Anticipation - (Previous Rejection) 

1) Claims 47-50, 52, 54-63, 65 and 68 stand rejected under 35 U.S.C. 102(b) as 
being anticipated by Horrobin et al. (US 5,145,686). Claims 48 and 68 have been 
cancelled. 

Applicant's Arguments 

Applicant argues that it cannot be concluded from the disclosure of Horrobin et 
al. that docosahexanoic acid (DIHA) is not present in the disclosed compositions at 
amounts of less than 0.1 %. DMA is a metabolite of eicosapentaenoic acid (EPA) and 
Horrobin would know that DHA would naturally be present in EPA formulations. 
Applicant further asserts that Horrobin, in contemporaneous publications, confirms that 
DHA is a metabolite of EPA. Applicant further submits a document from Chemport Inc. 
that confirms the natural presence of DHA associated with EPA and the need to purify 
EPA to exclude the presence of even 1% DHA. The compositions disclosed by Horrobin 
would naturally comprise DHA because there is no mention of purifying the EPA. This 
argument is not persuasive. 

Examiner's Response 

The Examiner submits that although the European documents Applicant has 
cited disclose DHA and EPA, they do not disclose that all formulations of EPA comprise 
DHA as implied by Applicant. Further the document submitted by Applicant states that 
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normal EPA will always have DHA associated with it yet on page 3 it discloses a 
product rich in EPA having 00% DHA. Therefore forms of EPA without DHA appear to 
be commercially available. Further the claims recite EPA being incorporated into the 
recited compositions at concentrations up to a specific amount. The compositions of the 
reference may comprise 0.01 to 20 percent by weight EPA and Examples disclose EPA 
comprises 1 .0 to 5.0 percent of the exemplified compositions. It appears from the 
disclosed document that when DHA is present that DHA comprises 1 % or more 
"normally". Therefore, it is concluded when EPA comprises 0.01 to 1 .0 percent of a 
composition encompassed by the reference, DHA comprises less than 0.1% of the 
composition as recited in the instant claims because 1 % of 0.01 % and of 1 .0% of EPA 
is less than 0.1% of the composition. Thus the rejection is maintained. 



Claim Rejections - 35 USC S 103 - Obviousness (New Rejection) 

Claims 47, 49, 50, 52 and 54-65 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Horrobin (US 4,977,187) in view of Peet et al. (US 2002/0077361 ). 

Horrobin discloses compositions for treating schizophrenia comprising essential 
fatty acids (EFAs). The compositions comprise GLA In the form of evening primrose oil 
(col. 2, lines 11-14). The oil may be extracted from Oenothera biennis L and Oenothera 
lamarckiana (col. 5, lines 23-26), encompassing claim 54. The EFAs include 
eicosapentaenoic acid (EPA) in a mixture with DHA or purified EPA (see Examples). 
The EFAs comprise 0.01 % to 30% of the compositions. In regards to claim 56, the 
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reference does not disclose the primrose oil as being refined and tlierefor it can be 
concluded that the oil is a virgin oil, encompassing claim 56. In regards to claims 50, 
eicosapentaenoic acid is isolated from fish oil (col. 5, lines 13-19). The compositions 
are formulated into tablets, capsules, ingestible liquid or powder formulations (col. 6, 
lines 27-28), encompassing claims 61 and 65. 

The reference differs from the instant claims insofar as It does not disclose an 
example comprising primrose oil and EPA without DHA or the purity of EPA after 
purification. 

Peet et ai. disclose compositions comprising EPA for treating psychiatric or 
central nervous disorders including schizophrenia (paragraph 0001). EPA comprises at 
least 95% of the compositions. It is disclosed that EPA in a purified form is more 
effective than that dose mixed with other fatty acids that compete with EPA for binding 
to the relevant sites of action (paragraph 0029). It is further disclosed that DHA reduces 
the therapeutic effect of EPA and that highly purified EPA is therapeutically more 
effective (paragraph 0033). 

The reference differs from the instant claims insofar as it does not disclose the 
compositions comprise a triterpene. 

It would have been obvious to one of ordinary skill in the art to have purified the 
EPA of Horrobin to not include DHA or very limited amounts of DHA motivated by the 
desire to make a composition comprising EPA that is more therapeutically effective than 
a composition comprising the same amount of EPA with DHA, as disclosed by Peet et 
al. 
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Claims 47, 49, 50, 52 and 54-65 are rejected. 
Claims 53, 66, 67 and 69 are withdrawn. 
No claims allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LEZAH W. ROBERTS whose telephone number is 
(571 )272-1 071 . The examiner can normally be reached on 8:30 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick F. Krass can be reached on 571-272-0580. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status Information for unpublished applications is available through Private PAIR only. 
For more Information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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